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agency’s review and approval of the ap-
plication, whichever is later. The noti-
fication to FDA of the legal action
shall include:

(i) The abbreviated new drug applica-
tion or 505(b)(2) application number.

(ii) The name of the abbreviated new
drug or 505(b)(2) application applicant.

(iii) The established name of the drug
product or, if no established name ex-
ists, the name(s) of the active ingredi-
ent(s), the drug product’s strength, and
dosage form.

(iv) A certification that an action for
patent infringement identified by num-
ber, has been filed in an appropriate
court on a specified date.

The applicant of an abbreviated new
drug application shall send the notifi-
cation to FDA’s Office of Generic
Drugs (HFD–600). A 505(b)(2) applicant
shall send the notification to the ap-
propriate division in the Center for
Drug Evaluation and Research review-
ing the application. A patent owner or
its representative may also notify FDA
of the filing of any legal action for pat-
ent infringement. The notice should
contain the information and be sent to
the offices or divisions described in
this paragraph.

(3) If the patent owner or approved
application holder who is an exclusive
patent licensee waives its opportunity
to file a legal action for patent in-
fringement within 45 days of a receipt
of the notice of certification and the
patent owner or approved application
holder who is an exclusive patent li-
censee submits to FDA a valid waiver
before the 45 days elapse, approval of
the abbreviated new drug application
or the 505(b)(2) application will be
made effective upon completion of the
agency’s review and approval of the ap-
plication. FDA will only accept a waiv-
er in the following form:

(Name of patent owner or exclusive patent li-
censee) has received notice from (name of ap-
plicant) under (section 505(b)(3) or 505(j)(2)(B)
of the act) and does not intend to file an ac-
tion for patent infringement against (name of
applicant) concerning the drug (name of drug)
before (date on which 45 days elapses. (Name of
patent owner or exclusive patent licensee)
waives the opportunity provided by (section
505(c)(3)(C) or 505(j)(B)(iii) of the act) and does
not object to FDA’s approval of (name of ap-
plicant)’s (505(b)(2) or abbreviated new drug ap-
plication) for (name of drug) with an imme-

diate effective date on or after the date of
this letter.

[59 FR 50367, Oct. 3, 1994]

§ 314.108 New drug product exclusiv-
ity.

(a) Definitions. The following defini-
tions of terms apply to this section:

Active moiety means the molecule or
ion, excluding those appended portions
of the molecule that cause the drug to
be an ester, salt (including a salt with
hydrogen or coordination bonds), or
other noncovalent derivative (such as a
complex, chelate, or clathrate) of the
molecule, responsible for the physio-
logical or pharmacological action of
the drug substance.

Approved under section 505(b) means
an application submitted under section
505(b) and approved on or after October
10, 1962, or an application that was
‘‘deemed approved’’ under section
107(c)(2) of Pub. L. 87–781.

Clinical investigation means any ex-
periment other than a bioavailability
study in which a drug is administered
or dispensed to, or used on, human sub-
jects.

Conducted or sponsored by the appli-
cant with regard to an investigation
means that before or during the inves-
tigation, the applicant was named in
Form FDA–1571 filed with FDA as the
sponsor of the investigational new drug
application under which the investiga-
tion was conducted, or the applicant or
the applicant’s predecessor in interest,
provided substantial support for the in-
vestigation. To demonstrate ‘‘substan-
tial support,’’ an applicant must either
provide a certified statement from a
certified public accountant that the ap-
plicant provided 50 percent or more of
the cost of conducting the study or
provide an explanation why FDA
should consider the applicant to have
conducted or sponsored the study if the
applicant’s financial contribution to
the study is less than 50 percent or the
applicant did not sponsor the inves-
tigational new drug. A predecessor in
interest is an entity, e.g., a corpora-
tion, that the applicant has taken over,
merged with, or purchased, or from
which the applicant has purchased all
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rights to the drug. Purchase of non-
exclusive rights to a clinical investiga-
tion after it is completed is not suffi-
cient to satisfy this definition.

Date of approval means the date on
the letter from FDA stating that the
new drug application is approved,
whether or not final printed labeling or
other materials must yet be submitted
as long as approval of such labeling or
materials is not expressly required.
‘‘Date of approval’’ refers only to a
final approval and not to a tentative
approval that may become effective at
a later date.

Essential to approval means, with re-
gard to an investigation, that there are
no other data available that could sup-
port approval of the application.

FDA means the Food and Drug Ad-
ministration.

New chemical entity means a drug that
contains no active moiety that has
been approved by FDA in any other ap-
plication submitted under section
505(b) of the act.

New clinical investigation means an in-
vestigation in humans the results of
which have not been relied on by FDA
to demonstrate substantial evidence of
effectiveness of a previously approved
drug product for any indication or of
safety for a new patient population and
do not duplicate the results of another
investigation that was relied on by the
agency to demonstrate the effective-
ness or safety in a new patient popu-
lation of a previously approved drug
product. For purposes of this section,
data from a clinical investigation pre-
viously submitted for use in the com-
prehensive evaluation of the safety of a
drug product but not to support the ef-
fectiveness of the drug product would
be considered new.

(b) Submission of and effective date of
approval of an abbreviated new drug ap-
plication submitted under section 505(j) of
the act or a 505(b)(2) application. (1) [Re-
served]

(2) If a drug product that contains a
new chemical entity was approved
after September 24, 1984, in an applica-
tion submitted under section 505(b) of
the act, no person may submit a
505(b)(2) application or abbreviated new
drug application under section 505(j) of
the act for a drug product that con-
tains the same active moiety as in the

new chemical entity for a period of 5
years from the date of approval of the
first approved new drug application,
except that the 505(b)(2) application or
abbreviated application may be sub-
mitted after 4 years if it contains a cer-
tification of patent invalidity or non-
infringement described in
§ 314.50(i)(1)(i)(A)(4) or
§ 314.94(a)(12)(i)(A)(4).

(3) The approval of a 505(b)(2) applica-
tion or abbreviated application de-
scribed in paragraph (b)(2) of this sec-
tion will become effective as provided
in § 314.107(b)(1) or (b)(2), unless the
owner of a patent that claims the drug,
the patent owner’s representative, or
exclusive licensee brings suit for pat-
ent infringement against the applicant
during the 1-year period beginning 48
months after the date of approval of
the new drug application for the new
chemical entity and within 45 days
after receipt of the notice described at
§ 314.52 or § 314.95, in which case, ap-
proval of the 505(b)(2) application or
abbreviated application will be made
effective as provided in § 314.107(b)(3).

(4) If an application:
(i) Was submitted under section

505(b) of the act;
(ii) Was approved after September 24,

1984;
(iii) Was for a drug product that con-

tains an active moiety that has been
previously approved in another appli-
cation under section 505(b) of the act;
and

(iv) Contained reports of new clinical
investigations (other than bioavailabil-
ity studies) conducted or sponsored by
the applicant that were essential to ap-
proval of the application, the agency
will not make effective for a period of
3 years after the date of approval of the
application the approval of a 505(b)(2)
application or an abbreviated new drug
application for the conditions of ap-
proval of the original application, or an
abbreviated new drug application sub-
mitted pursuant to an approved peti-
tion under section 505(j)(2)(C) of the act
that relies on the information support-
ing the conditions of approval of an
original new drug application.

(5) If a supplemental application:
(i) Was approved after September 24,

1984; and
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(ii) Contained reports of new clinical
investigations (other than bioavailabil-
ity studies) that were conducted or
sponsored by the applicant that were
essential to approval of the supple-
mental application, the agency will not
make effective for a period of 3 years
after the date of approval of the supple-
mental application the approval of a
505(b)(2) application or an abbreviated
new drug application for a change, or
an abbreviated new drug application
submitted pursuant to an approved pe-
tition under section 505(j)(2)(C) of the
act that relies on the information sup-
porting a change approved in the sup-
plemental new drug application.

[59 FR 50368, Oct. 3, 1994]

§ 314.110 Approvable letter to the ap-
plicant.

(a) In selected circumstances, it is
useful at the end of the review period
for the Food and Drug Administration
to indicate to the applicant that the
application or abbreviated application
is basically approvable providing cer-
tain issues are resolved. An approvable
letter may be issued in such cir-
cumstances. FDA will send the appli-
cant an approvable letter if the appli-
cation or abbreviated application sub-
stantially meets the requirements of
this part and the agency believes that
it can approve the application or abbre-
viated application if specific additional
information or material is submitted
or specific conditions (for example, cer-
tain changes in labeling) are agreed to
by the applicant. The approvable letter
will describe the information or mate-
rial FDA requires or the conditions the
applicant is asked to meet. As a prac-
tical matter, the approvable letter will
serve in most instances as a mecha-
nism for resolving outstanding issues
on drugs that are about to be approved
and marketed. For an application or an
abbreviated antibiotic application, the
applicant shall, within 10 days after
the date of the approvable letter:

(1) Amend the application or abbre-
viated antibiotic application or notify
FDA of an intent to file an amend-
ment. The filing of an amendment or
notice of intent to file an amendment
constitutes an agreement by the appli-
cant to extend the review period for 45
days after the date FDA receives the

amendment. The extension is to permit
the agency to review the amendment;

(2) Withdraw the application or ab-
breviated antibiotic application. FDA
will consider the applicant’s failure to
respond within 10 days to an approv-
able letter to be a request by the appli-
cant to withdraw the application under
§ 314.65 or the abbreviated antibiotic
application under § 314.99. A decision to
withdraw an application or abbreviated
antibiotic application is without preju-
dice to a refiling;

(3) For a new drug application or ab-
breviated antibiotic application, ask
the agency to provide the applicant an
opportunity for a hearing on the ques-
tion of whether there are grounds for
denying approval of the application
under section 505(d) of the act. The ap-
plicant shall submit the request to the
Division of Regulatory Affairs (HFD–
360), Center for Drug Evaluation and
Research, Food and Drug Administra-
tion, 5600 Fishers Lane, Rockville, MD
20857. Within 60 days of the date of the
approvable letter, or within a different
time period to which FDA and the ap-
plicant agree, the agency will either
approve the application or abbreviated
antibiotic application under § 314.105 or
refuse to approve the application or ab-
breviated antibiotic application under
§ 314.125 and give the applicant written
notice of an opportunity for a hearing
under § 314.200 and section 505(c)(2) of
the act on the question of whether
there are grounds for denying approval
of the application under section 505(d)
of the act;

(4) For an antibiotic, file a petition
or notify FDA of an intent to file a pe-
tition proposing the issuance, amend-
ment, or repeal of a regulation under
§ 314.300 and section 507(f) of the act; or

(5) Notify FDA that the applicant
agrees to an extension of the review pe-
riod under section 505(c) of the act, so
that the applicant can determine
whether to respond further under para-
graph (a)(1), (a)(2), (a)(3), or (a)(4) of
this section. The applicant’s notice is
required to state the length of the ex-
tension. FDA will honor any reason-
able request for such an extension.
FDA will consider the applicant’s fail-
ure to respond further within the ex-
tended review period to be a request to
withdraw the application under § 314.65
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